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-- The MAILING DA TE of this communication appears on the cov r sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 . 1 36 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to connmunication(s) filed on 19 December 2000 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims ^ u 

4) 1^ Claim(s) is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed. 

6) © Claim(s) ^f^l^ I/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: 3)0 approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. $i 119 

13) KI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. 119(a)-(d) or (f). 



a)E|AII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment{s) 

15) O Notice of References Cited (PTO-892) 

16) n Notice of Draftsperson's Patent Draw/ing Review (PTO-948) 

17) n Information Disclosure Statement(s) (PTO-1449) Paper No(s) 



18) n Interview Summary (PTO-413) Paper No(s). 

1 9) D Notice of Infomial Patent Application (PTO-1 52) 

20) □ Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 01-01) 
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Application/Control Number: 09/310.740 
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DETAILED ACTION 

Information Disclosure Statement 

The information disclosure statement filed 12/19/00 fails to comply with 37 CFR 

1.98(a)(2), which requires a legible copy of each U.S. and foreign patent; each publication or that 

portion which caused it to be listed; and all other information or that portion which caused it to 

be listed. It has been placed in the application file, but the information referred to therein has not 

been considered. 

Claim Objections 

Claims 38-97, 99-119, 121-134,136-145, 147, 149-153, 155, 157-161,163-165, 167, 
168,170,172-178, 180, 182, 183, 185, 186 are objected to because of the following informalities: 

Dependent claims should begin with a "The" not an "A". Appropriate correction is 
required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

The follo\ying is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 37-186 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The claims broadly claim a "substrate", however, it appears 
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that the Specification gives little direction as to what the substrate is. The only examples of a 
substrate which appear to be disclosed are a tablet core and the conveyor belt (Specification, Pg. 
1 8. Pg. 1 9, lines 28-31). Further, the claims broadly claim a coating layer or cover, however, 
only two types appear to be disclosed, powdered and liquid, and only a few examples are 
disclosed as to the components of the coating layers or covers (Specification, Pgs. 20-28). As 
such, it appears that skilled artisan would not be able to immediately envision all the possible 
substrates and components and combinations thereof which could possibly fall within the scope 
of the broad limitations herein. 

Claims 37-186 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the specified examples in pgs. 20-28, does not reasonably 
provide enablement for the broad scope of the claims herein. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention commensurate in scope with these claims. As indicated above, 
the claims broadly claim a substrate and coating layers or covers, however, it appears the limited 
direction is given as to the components of each. Further, one aspect of the invention is the 
electrostatic charge. However, the Specification gives little direction as to what substrates or 

compounds are susceptible to havin g an elec trostatic charge so as to he suitable for the cl?^imed 

invention. Further, it is notoriously well known that different compounds have different 
requirements concerning solubility, compatibility, stability, etc. However, as indicated above, 
the Specification appears to give little direction as to active ingredients and excipients which 
would be suitable for the claimed invention. As such, in light of the above, a skilled artisan 
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would be required to do undue experimentation in order to make and/or use the invention 
commensurate in scope with the claims. 

Claims 40-47, 59-66, 78-85,94, 105-109, 110, 123-127, 1, 138, 146-161, 181-183 are 
rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly 
point out and distinctly claim the subject matter which applicant regards as the invention. 

The claims contain the term "such that" which renders the claims indefinite as it is 
uncertain whether the matter following is merely descriptive or a required limitation of the 
claims. Examiner suggests using "wherein". 

Claim Rejections - 35 USC §103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 

haying ordi.nary_skilljnjhe_artjojwhich.said.subject.matter,pertain 

manner in which the invention was made. 

Claims 98, 113, 114, 115, 116, 166 are rejected under 35 U.S.C. 102(b) as anticipated by 
or, in the alternative, under 35 U.S.C. 403(a) as obvious over Schmidt (U.S. Pat, 4, 925,670). 

Schmidt expressly discloses a method of preparing a dosage form on a removabl 
substrate falling within the scope of applicant's claims (Column 5, lines 35068, Column 6, 
claims 1-9). 
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Alternatively, at the very least the claimed invention is rendered obvious within the 
meaning of 35 USC 103, because the prior art discloses products and uses that contain the same 
exact ingredients/components as that of the claimed invention. See In re Fitzgerald, 619 F,2d 67, 
205 USPQ 594 (CCPA 1980). See also In re May, 197 
USPQ 601,607 (CCPA 1978). 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 

Claims 98, 100, 101,103-109, 113-116, 146, 147, 154, 166, 181 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Schmidt (U.S. Pat. 4, 925,670). 

Schmidt teaches methods of making solid dosage forms by coating an active agent or 
several layers onto a removable substrate (Column 2, lines 20-30, 50-55, Column 3, lines 33-44, 
Column 4, lines 18-28, Column 5, lines 20-27). 

The difference between the cited reference and the claimed invention is that the cited 
reference does not expressly disclose a method of preparing a dosage form on a removable 
substrate having multiple layers. However, the cited reference amply suggest the same as dosage 
forms having multiple layers are well known in the art. As such, it would have been well within 
the skill of and one of ordinary skill in the art would have been motivated to use multiple layers 

to separate incompatible in g redients , provide a protective layer and/or have different release 

rates. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Examiner has duly considered Applicant's arguments but deems them unpersuasive. 
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The following discussion applies as is relative to the above rejections. In the first 
instance, not every claim has a electrostatic or powder limitation. Second, the term "fused" does 
not appear to be defined, and as, such may include simple attachment of layer to substrate. The 
phrase "one dose of active material" does not distinguish the claims herein has it is well within 
the skill of one of ordinary skill in the art to prepare a single dosage form or multiple dosage 
forms depending on the number of dosage forms desired. In response to applicant's argument 
that the references fail to show certain features of applicant's invention, it is noted that the 
features upon which applicant relies (i.e., the elements of the apparatus) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). Further, the claims do not appear to clearly indicate that the 
substrate is the apparatus. The term "plurality of regions" does not appear to be defined and as 
such does not appear to exclude the composition or method in Schmidt. Finally, one of ordinary 
skill in the art would have been motivated to use several layers of the same active layer so as to 
obtain pulses of the active ingredient over time. 



A facsimile center has been established in Technology Center 1600. The hours of 
opemtiM^^MonaaytHrough"Frid 

accessing the facsimile machines are (703) 308-4556 or (703) 305-3592. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (703) 308-0067. 

If attempts to reach the Examiner by telephone are unsuccessfiil, the Examiner's 
Supervisor, Mr. Jose Dees, can be reached on (703) 308-4628. 

FIC 

March 12, 2001 ^^^^^ 
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